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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 09 October 2003 , 
2a)[3 This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) 29-52 is/are pending in the application. 

4a) Of the above claim{s) 38-41 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 29-37 and 42-52 is/are rejected. 

7) S Claim(s) 44-46 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the conrection is required if the drawlng(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 29-37 and 42-52, drawn to a device kit, classified in class 606, subclass 
170. 

II. Claims 38-41 , drawn to forceps, classified in class 606, subclass 205. 
The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are related as combination and subcombination. Inventions in this 
relationship are distinct if it can be shown that (1) the combination as claimed does not require 
the particulars of the subcombination as claimed for patentability, and (2) that the 
subcombination has utility by itself or in other combinations (MPEP § 806.05(c)). In the instant 
case, the combination as claimed does not require the particulars of the subcombination as 
claimed because the combination does not require using a forceps comprising a lumen and a 
fixed sloping end proximal an open end of the lumen. The subcombination has separate utility 
such as manipulating sutures on the surface of the skin. 

3. Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art in view of their different classification, 
restriction for examination purposes as indicated is proper. 

4. The examiner has required restriction between combination and subcombination 
inventions. Where applicant elects a subcombination, and claims thereto are subsequently 
found allowable, any claim(s) depending from or otherwise requiring all the limitations of the 
allowable subcombination will be examined for patentability in accordance with 37 CFR 1.104. 
See MPEP § 821.04(a). Applicant is advised that if any claim presented in a continuation or 
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divisional application is anticipated by, or includes all the limitations of, a claim that is allowable 
in the present application, such claim may be subject to provisional statutory and/or 
nonstatutory double patenting rejections over the claims of the instant application. 

5. During a telephone conversation with William J. Daley, Jr. on August 8, 2007 a 
provisional election was made with traverse to prosecute the invention of a device kit, claims 29- 
37 and 42-52. Affirmation of this election must be made by applicant in replying to this Office 
action. Claims 38-41 withdrawn from further consideration by the examiner, 37 CFR 1.142(b), 
as being drawn to a non-elected invention. 

6. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Information Disclosure Statement 

7. The information disclosure statement filed 10/09/2003 fails to comply with 37 CFR 
1.98(a)(1), which requires the following: (1) a list of all patents, publications, applications, or 
other information submitted for consideration by the Office; (2) U.S. patents and U.S. patent 
application publications listed in a section separately from citations of other documents; (3) the 
application number of the application in which the infonmation disclosure statement 

is being submitted on each page of the list; (4) a column that provides a blank space next 
to each document to be considered, for the examiner's initials; and (5) a heading that clearly 
indicates that the list is an information disclosure statement. The information disclosure 
statement has been placed in the application file, and the information referred to therein has 
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been considered. However, it is requested that applicant submit an IDS compliant with 37 CFR 
1.98(a)(1). 

Specification 

8. The abstract of the disclosure is objected to because of its undue length. Correction is 
required. See MPEP § 608.01(b). 

Applicant is reminded of the proper language and format for an abstract of the disclosure. 

The abstract should be in narrative form and generally limited to a single paragraph on a 
separate sheet within the range of 50 to 1 50 words. It is important that the abstract not exceed 
1 50 words in length since the space provided for the abstract on the computer tape used by the 
printer is limited. The fonm and legal phraseology often used in patent claims, such as "means" 
and "said," should be avoided. The abstract should describe the disclosure sufficiently to assist 
readers in deciding whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information given in 
the title. It should avoid using phrases which can be implied, such as, "The disclosure 
concerns," "The disclosure defined by this invention," "The disclosure describes," etc. 

9. The disclosure is objected to because of the following informalities: 

a. Page, 18, line 22 should be "entry alignment member 100c" 

b. Page 19, line 1 should be "lumen 124 and the through aperture 126" 

c. Page 20, line 10 should be "insertion member 120 and stop member 122" 

d. Page 30, line 6 should be "nozzle portion 202a" 
Appropriate connection is required. 

Drawings 

10. The drawings are objected to because nozzle portion of cannula 200a is labeled in the 
drawings as element 202 and labeled as element 202a in the specification. Corrected drawing 
sheets in compliance with 37 CFR 1.121(d) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should include all of 
the figures appearing on the immediate prior version of the sheet, even if only one figure is 
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being amended; The figure or figure number of an amended drawing should not be labeled as 
"amended." If a drawing figure is to be canceled, the appropriate figure must be removed from 
the replacement sheet, and where necessary, the remaining figures must be renumbered and 
appropriate changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. Each drawing sheet submitted after the filing date of an application must be 
labeled in the top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 

I. 121(d). If the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Claim Objections 

I I . Claims 44-46 are objected to because of the following informalities: 

a. Claim 44 should read "sized to receive" instead of "sized to received". 

b. Claims 45 and 46 read "the device kit of claim 42" instead of "the method of 
claim 42". 

Appropriate conrection is required. 

Claim Rejections - 35 USC §112 

12. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

13. Claims 51 and 52 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The newly added claims contain subject matter which 
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was not described in tlie specification in sucli a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Applicant has not pointed out where the new claims are supported, nor does 
there appear to be a written description of the claim limitation "of a size such that sutures are 
not needed to prevent fluid from escaping from within the eye while the entry alignment 
device is disposed in f/ie opening of the conjunctiva and sclera during the procedure." 
Applicant only discloses a penetrating member and entry alignment device sized to create and 
maintain an aperture such that sutures are not needed to close the aperture following the 
removal of the entry alignment device. Applicant discloses a plug for the purpose of preventing 
fluid from escaping through the aperture of entry alignment device while the entry alignment 
device is disposed in the opening. Prevention of fluid escape is dependent on a plug or 
instrument being disposed through the device rather than the size of the aperture. 



Claim Rejections - 35 USC § 102 

14. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that fomn the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

15. . Claims 29,36,42,45 and 46 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Banko (US 3,659,607). 

For claims 29,36,42,45 and 46 Banko teaches: 

Regarding claim 29, an entry alignment device (Fig. 2, element 50) configured for 
insertion into an eye so as to provide an entry aperture in each of the conjunctiva and 
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sclera of the eye and to maintain the entry aperture fonmed in each of the conjunctiva 
and sclera aligned during a surgical procedure (Column 2, lines 45-47 and 54-56). 

Regarding claim 36, an entry alignment device (50) configured to be in the form 
of a metal cannula (Fig. 2; Column 5, Iine1 1). 

Regarding claim 42, an insertion tool (70) including a penetrating member (76) 
and at least one entry alignment device (50) configured for insertion into an eye so as to 
be removably mounted (Column 5, lines 57-61) to the insertion tool penetrating member 
and so as to provide an entry aperture in each of the conjunctiva and sclera of the eye 
and to maintain the entry aperture formed in each of the conjunctiva and sclera aligned 
during a surgical procedure (Column 2, lines 45-47 and 54-56). 

Regarding claim 45, an insertion tool being provided with a handle member (72), 
where the penetrating member extends from an end of the handle member. 

Regarding claim 46, an insertion too further including a mechanism (78) for 
removably securing the entry alignment device to the insertion tool (Column 5, lines 57- 
61). 

Claim Rejections - 35 USC § 103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, If the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the invention was made. 

17. Claims 30-32,35,37,43,44, 47, and 48 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Banko as applied to claim 29 or 42 above in further view of Peyman (US 
5,487,725) 
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Regarding claims 30, 31, and 43, Banko teaches an entry alignment device 
requiring sutures to seal the entry aperture in the eye wall following the removal of the 
device. Peyman discloses that small instrument size (25 gauge; Column 10, lines 2-5) 
allows the surgical wound in they eye wall to be self-sealing (Column 5, line 15) and 
reduces the recovery period following surgery (Column 4, lines 53-55). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
configure the device of Banko so that the aperture formed is small enough to be self- 
sealing in order to reduce recovery time. 

Regarding claim 32, Banko does not teach a surgical instrument having an 
operable end with the cross-sectional diameter not greater than 25 gauge. Peyman 
teaches a vitreous cutter (202) having an operable end with a cross-sectional diameter 
of a 25-gauge needle (Column 10, lines 2-5). Peyman discloses that smaller 
instruments a desirable because they cause less damage to the eye and no sutures are 
needed to seal the entry aperture (Column 4, lines 53-55). Therefore, it would have been 
obvious to one of ordinary skill in the art to have included an instrument with a maximum 
cross-sectional diameter of a 25 gauge needle for disposal in the entry alignment device 
of Banko to be used during vitreoretinal procedures because it would minimize the 
damage to the eye and the patient's recovery time. 

Regarding claim 35, Banko does not teach an infusion cannula. However, 
Peyman discloses an infusion cannula, having the diameter of a 20 to 30-gauge needle, 
to maintain intraocular pressure during vitrectomy procedures (Column 5 lines 30-35, 
Column 10, lines 35-40). It would have been obvious to one of ordinary skill in the art to 
include a 25-gauge infusion cannula in order to maintain pressure while causing as little 
trauma to the eye as possible. 
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Regarding claim 37, Banko does not disclose a surgical instrument selected from 
a group of a forceps, scissors, pick, light source, laser, fragmentation device, diathermy 
device, and aspirator. Peyman discloses a 25 gauge vitreous cutter (202), taken to be a 
fragmentation device/aspirator, for repairing a detached retina. It would have been 
obvious to one of ordinary skill in the art to supply a fragmentation device or aspirator to 
be disposed with the aperture created by the entry alignment device of Banko in order to 
repair a detached retina while minimizing damage to the eye wall. 

Regarding claim 44, Banko does not teach an the entry alignment device 
configured so as to include an aperture that is sized to receive therein surgical 
instruments having a cross-sectional diameter not more than 25 gauge. Peyman teaches 
a 25 gauge surgical instrument for repairing retinal detachment (Column 10, lines 2-4). 
Peyman discloses that small instrument size allows the surgical wound in they eye wall 
to be self-sealing (Column 5, line 15) and reduces the recovery period following surgery 
(Column 4, lines 53-55). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of the invention to have the alignment device of Banko configured to 
provide a self-sealing aperture for receiving at maximum 25 gauge instruments in order 
to minimize the patient's recovery time following vitreoretinal procedures. 
18. Claim 33 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable over Banko 
and Peyman as applied to claim 32 above, and further in view of Oberkamp (US 6,485,499). 

Regarding claim 33 and 34, Banko does not teach a high-speed vitreous cutter. 
However, Peyman discloses a 25 gauge vitreous cutter (Fig. 10. element 202) capable 
of cutting and aspirating material through the operable end portion (Column 4, line 40- 
44). Peyman teaches a vitreous cutter including an insertion member (Fig. 8, element 
204) having a lumen (222) therein and an aperture (Fig. 2, element 224) at the proximal 
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end thereof; a cutting member (232) disposed in the lumen; and a cutting member 
driving mechanism being mechanically interconnected to the cutting member that 
causes the cutting member to move cyclically in an axial direction within the lumen 
(Column 9, line 52 - Column 10, line 6). Peyman also discloses that smaller instruments 
are more desirable because they decrease recovery time (Column 4, lines 53-55). It 
would have been obvious to one of ordinary skill in the art to include a vitreous cutter as 
disclosed by Peyman to be used within the self-sealing aperture created with the entry 
alignment device taught by Banko to remove break-up and remove vitreous material 
from the eye during surgery to repair a detached retina. Peyman does not disclose a 
cutting member driving mechanism capable of driving the cutting member 1000 cuts per 
minute past the insertion member (Column 3, lines 20-27). However, Oberkamp 
teaches a driving mechanism capable of driving the cutter 1000 cuts per minute (Column 
3, lines 24-27). Oberkamp discloses that stroke rate should depend on the particular 
surgical application and a high stroke rate is preferable for when all or some of the 
vitreous is to be removed (Column 3, lines 31-35). Therefore, it would have been 
obvious to provide a vitreous cutter capable of cutting 1000 cuts per minute to be used 
within the aperture created by the device of Banko in order to provide a more desirable 
cutting rate for the removal of vitreous material. 
19. Claims 47 and 48 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Banko as applied to claim 42 above, and further in view of Saperstein et al. (US 5,919,158). 

Banko discloses an insertion tool having one penetrating member for a single 
entry alignment device. However, Banko does not teach a plurality of entry alignment 
devices and a plurality of penetrating members. Saperstein discloses a need to use 
instruments simultaneously within the eye (Column 1, lines 17-21). Specifically, 
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Saperstein teaches that light probe (32) within the eye to allow the surgeon to view the 
where he or she is working with another instrument during vitreoretinal procedures 
(Column 5, lines 13-15). Therefore, multiple entry alignment devices would be desirable 
to create and maintain multiple apertures simultaneously. It would have been obvious to 
one of ordinary skill in the art to include multiple entry alignment devices, each mounted 
on one of the multiple penetrating members, for creating multiple apertures in order to 
dispose within the eye both a light probe and any other appropriate surgical tool such as 
a vitreous cutter or forceps so the surgeon would be able to see the site where the other 
instrument(s) are being used. 

20. Claim 49 is rejected under 35 U.S.C. 103(a) as being unpatentable over Banko as 
applied to claim 42 above, and further in view of Sutherland (US 4,258,716). 

Banko does not disclose a forceps. However, Sutherland teaches microsurgical 
forceps including: a first member (Figure 1 1 , element 55) having a lumen and a fixed 
sloping end (56) proximal an end of open lumen, a second member (57) being disposed 
in the lumen and being axially movable therein, the second member having a sloped end 
(58), and wherein the first and second member are arranged so that the fixed sloping 
end opposes the second member sloping end (Figure 11; Column 5, lines 29-43). 
Sutherland discloses that the forceps are small enough to enter an aperture in the eye 
and capable of being manipulated at different angles relative to the aperture (Column 3, 
lines 3-5, 10-12). Therefore, it would have been obvious to one of ordinary skill in the art 
to include the forceps as described by Sutherland to be used within aperture created by 
the device of Banko in order to manipulate tissue within the eye. 

21. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over Banko as 
applied to claim 42 above, and further in view of Oberkamp and Peyman. 
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Banko does not teach a high-speed vitreous cutter. Peyman teaches a 25 gauge 
vitreous cutter (Fig. 10, element 202) including an insertion member (Fig. 8, element 
204) having a lumen (222) therein and an aperture (Fig. 2, element 224) at the proximal 
end thereof; a cutting member (232) disposed in the lumen; and a cutting member 
driving mechanism being mechanically interconnected to the cutting member that 
causes the cutting member to move cyclically in an axial direction within the lumen 
(Column 9, line 52 - Column 10, line 6). Peyman also discloses that smaller devices are 
more desirable because they decrease recovery time (Column 4, lines 53-55). It would 
have been obvious to one of ordinary skill in the art to include a vitreous cutter as 
disclosed by Peyman to be used within the aperture created with the entry alignment 
device taught by Banko to remove break-up and remove vitreous material from the eye. 
Peyman does not disclose a cutting member driving mechanism capable of driving the 
cutting member 1000 cuts per minute past the insertion member (Column 3. lines 20- 
27). However, Oberkamp teaches a driving mechanism capable of driving the cutter 
1000 cuts per minute (Column 3, lines 24-27). Oberkamp discloses that stroke rate 
should depend on the particular surgical application and a high stroke rate is preferable 
when all or some of the vitreous is to be removed (Column 3, lines 31-35). Therefore, it 
would have been obvious to provide a vitreous cutter capable of cutting 1000 cuts per 
minute to be used within the aperture created by the device of Banko in order to provide 
a more desirable cutting rate for the removal of vitreous material. 
Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Jennifer L. Hornberger whose telephone number is (571) 270-3642. The 
examiner can normally be reached on Monday through Friday from 8am-5pm, Eastern Time. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sam Yao can be reached on (571) 272-1224. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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